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The fOllowing’l&tier is being submitted b;y the.Intern&tionaI Academy of’ 

Compounding Pharmacists (IACP) in response to the Food and Drug Administiation’s 

(FDA) briefappe&ng t&e decision by the U&ted States ~Distric~. Coti?. for the Districi of 

Nevada in Western States Med., Ctr.. v; ‘Shalala,‘69 I?. Supp. 128s (D. Nev. Sept. 16, 

1999). jACP.objects to the t&or of the arguments proffered in the brief and to FDA’s 

use of the appe& process as a forum in which to wage an unrel+ing attack on the 

practice of pharmacy compounding. 
.’ ‘, 

FD,A’s basid conte&ion ii the brief is that pl%xrmacy compotinding is bad. Rather 

than .aggressively arguing the merits of iti case under the First tieridment with respect 

10 the advertising provisions, FDA’resorts to a repeated atta&dn the pra&ce of 

I pharinacy compound{ng &d why it should be minimized, 

FDA’s anti~compoimding bias pervades this brief, cotit+ding that“‘[t]his case is 

about ‘cornpoutidin& prescription drugs?’ FDA bases iis defense of the statute on ; 

ass&&ing the practice of compounding. However, the issue is not the desirability of 

‘. 
1 “ Brief Fpr Appellant at 2, Western Statis Med. Ctrl. v. Shalala, 69 F. @pp. 1288 

. (D. Nev; Sept. 16, 1999) No.99-17424 [hereinafter FDA BriefJ. 
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compounding - it is about the constitutionality of the -discrete advertising restrictions 

encompassed in Section 503A(c). i 

The core of FDA% argument is that compounding is not safe and should be . . 
limited. FDA argues that Congress included the advertising and promotion .provisions’as ‘. .’ 
a mechanism to. reduce the. .amount of pharmacy compounding conducted. (FDA Brief at 

23). FDA cites no authority to sustain this conclusion. FDA also states “[i]f the district 

court’s ruling in tICcase were to stand, it &ould permit phiirnacy drug manufacturers to 
I 

induce customers t,o purchase their prod&$ for uses that have not been determined to be 

. . safe and effective.‘? (FDA Brief at 20), This ignores Congress’ decision.to exempt 

compounded drugs from the new drug re+irements with respect to safety and efficacy. 

It also.suggests that the mere ,act of advertising the ability to compound a specific drug 

would induce physicians to abandon all ‘medical judgment and simply write prescriptions 

for that drug. 

‘. 

The’brief is replete with statements contending that pharmacy compounding 4 in 
.~. 

tiy amount - is unsafe. ‘FDA goes so far as to insinuate that the risk associated with the 1 : 
use of compounded drugs rises to Jevel,of r!is.k associated with the use of unapproved 

unconv&ntional therapies.’ (FDA Brief at’34). 

demand for ka].compounded product . . . 

In addition, FDA states that ’ [b]y fostering, 

’ more people are exposed to the risks inherent in’ 

unapproved drugs.” (FDA brief at 47). Thus, even when drugs are compoundedin 

accordance with criteria out&d-section 503A, FDA believes that they. represent an 
I’ 

“inherent” danger to patients. ‘. 

i ‘, 

FDA also appears to believe that the pharmacy-physidian~patient triad does not 

exist if the pharmacist advertises the ability to compound a drug. I ’ This paternalistic view 
. 

.- I I % 

‘, ‘. 
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of the me,dical interaction of patients; physicians and pha&acists fails to recognizk, the 

professional capacity of pharmacists and the sophistication .of physicians. ’ 
, 

‘. 

’ IACP does not suggest FDA should not defend the advertising provision of 

,$ 503A. ‘FDA is.entitled lo vigorously support the~coristitutionality of the provision. 

However, ‘in i& brief, FDA constantly denigrates compounding, portraying’it as a last- 

ditch option that is appropriate’ only in small quantities, because “a limited number of 

sales Cannot pose a threat to a significant numb& of people.” Brief at’ 28. FDA’s 
: 

philosophy is that compounding is d&g&rous, and, should be done only sparingly. Put 

simply, FDA defends the advertising restriction by arguing that compcutmling - a. 

congrtisionally sari&ted action - is undesirable. Gn behalf of its ‘150Q members and’the 

tens of,thousands of patients they serve, IACP disagreeswith this assessment. 
. . . ,. .. 

FDA’s anti-compounding attitude is not confined .to the brief. The recent 

“Concept Paper” on demonstrably difficult products also treats compounded d&gs as 

setiond class citizens by’ drawing distinctions da&d on their lack of FDA approval. Given 

that Congress has authorized compounding, FDA should treat co,mpounded drugs as a 

legal alternative k. not an inferior - legally-sanctioned source of pre&iption drugs. 

’ .FDA’s brief is essentially little more than a renewal of it lcibbying efforts against 

the enactment of section 503A. Congress has spoken, and pharmacy compounding, 

within the framevvork of $ 503A, is legal. It is time for FDA to drop its adversarial 

approach ,toward compounding, and help physicians, pharmacists and patients maximize 

.the benefits that can be gained through the practice of pharmacy compounding. As it 

moves forward‘to implement 0 503A; FDA’should abandon the underlying premise that 

compounding is bad and a practice to be .discouraged. 

.. . 
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Sincerely 

j/j!&?&‘, 
I shelly C$ps 

executive Dir&@r 
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